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I. INTRODUCTION

Under the authoﬁty of § 5(e) of the Toxic Substances Control Act ("TSCA") (15 U.S.C.
2604(e)), the Environmental Protection Agency ("EPA" or "the Agéncy“) issues the attached

Order, regarding premanufacture notice ("PMN") P-11-526 for the chemical substance |

CAS Registry Number [_ E ]
(the ‘;Pw_substance”) submitted by | T ("the Company"),
to take effect ﬁpon expiration of the PMN review period. The Company sut;mitxed the PMN_S to
: EPA pursuant to § 5(a)(1) of TSCA and 40 CFR Part 720. |
Under § 15 .9f TSCA, it is ﬁniawﬁzl for any person to fail or refuse to comply with any
provision of § 5 or any order issued uﬁder § 5. Violators may be subject to various pgnalﬁes and
to both criminal and civil liability pursuant to § 16, and to specific enforcement and seizure
pursuant .to § 17. In addition, chemical substances SllbjCCt to an Order issued under § 5 qf TSCA,

such-as this one, are subject to the § 12(b) export notice requirement.

1. SUMMARY OF TERMS OF THE ORDER

The Consent Order for the PMN substance requires the Company to:
(2 ) submit to EPA certain environmental fate and physical/chemical testing on the PMN
substance, P-11-526, before | ] after this Consent Order is signed and effective and

certain toxicity and fate testing on the PMN substance and a degradant [ ' gy,
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] of the PMN substance at least 14 weeks before manufacturing

“a total of | ] kﬂOgrams (kgs) and [ ] kes of ie PMN substance;

(b) @alwe and report to EPA | | 1** impurities;
(c) not exceed the maximum established levels of [ | ] impurities;
and

(d) maintain certain records.

Althou;gh a Consent Order for Contract Manufacturer is not attached to extend the
réquiréments in this Order to an identified Ct;ntract Manufacturer, the Company may use a
Contrac-t Manufacturer in the future, if a mddiﬁca.tion of this Order to add a Consent Order for a
Contract Ma—anécturer is apprbvéd and signed by EPA and signed by the f?mit;ract Manufacturer.
This Consent Order establishes the requirements for the Company if a Contract Manufacturer -
manufactures the PMN substance. Prior to using a Contract Manufacturer, ﬂ;‘ne Company ﬁ:ust
submit to EPA the Contract Manufacturer identity and other manufacturing process, and
exposure, and releasé information conoel;ning the Contract Manufacturex; The Contract
Manufaot_qrcr would be required to keep records of quantities manufactured, but the Cbmpany

must submit to EPA the required testing.

1 %A 5 used in both the Preamble and Consent Order of this document, the terms |
] mean | i
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. CONTENTS OF PMN

By signing thzs Order, the Company represents that it has carefully reviewed this
document and agrees that all information herein that is claimed as confidential by the Company
_ is correctly identified within brackets and that any information that is not bracketed is not
claimed as confidential. To make this document available for public viewing, EPA will remove
oy initeaistion (e teln il e bl '

Confidential Business Information Claims (Bracketed in the Preamble and Order): company

identity, specific chemical identity, production volumes, manufacturing process, processing, and
use information, and other information.

Chemical Identity:

Specific: |
CAS Registry Number | I

" Generic: Amphoteric fluorinated surfactant -

Use: Specific: |

" Generic use: Surface active agent



Maximum 12-Month Production Volume: | 1kegs

Test Data Submitted with PMN and During the Review Period by this Comna.m,r (many acronyms

are subsequenﬂy explained more fully in section IV below where the results of the stud:es are
discussed)' Fish, daphnia, and algae screen, Formulation [ }; Oral LD50, Skin and
Eye Imtatmn, Local Lymph Node Assay, Bacterial Reverse Mutauon Acute Inhalation Toxicity,
Chromosome Aberration mammahan cells, Forward Mutatlon in mammalian cells Dermal
LD50, T~day Oral Toxicity range-finder and to:{uoolanetlc behavmr, 28—day oral toxicity study
with a reﬁroducﬁoﬁ component, 48-hour Déphnja, 21-day- Daphnia, 96-hour Trout, Fish Early
Life Stage, trout (F ELS) and includes a bloconcentratmn calculatzon submitted as Rewsmn 1 of
the FELS, 96-hour Zebrafish, 96-110111' algae, Acute Toxicity Earthworm, Actwated sludoc
respiration inhibition (screen), Ready biodegradability, Abiotic-Hydrolysis as a function of pH,
Adsorption/desorption, self-ignition, Flashpoint of liquid suspension, all using Pomtulation

[ : Physical-éhemica.l properties using Fﬁrmuiaﬁon [ . }—ﬁelting point,
decomposition tcmperamrt‘a, Watér solubility, vapdr pr&ssuré, octanol/water partition co-efficient,
flammability, self-ignition, surface tension, relati_vé density and diss_ociaﬁot; constant,

Toxicity Studies on | ] previously

conducted. some submitted to EPA by this Compam;_:

3 1(1968) Acute Oral test | 1
[ ] (2006) Bacterial reverse mutation test
120947, :
[ 1(2006) In Vitro mammalian chromosome aberration test in human
peripheral blood lymphocytes | 1-20880;
[ 1(2006) Pilot developmental toxicity study in rats. Data are found in

[ 1-22731;
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{ 12007) [ ] pilot in vitro rat hepatocyte screen [

_ 1-22731;

[ ] (2007) Developmental toxicity study in rats;
111560 [ 1- 24748 [ ] Screening 10-Dose Oral Gavage Study in
Rats; .

l 1-18510 [ ]]: Repeated Dose Oral Toxicity Two-Week
Gavage Study 3 volumes; . _
[ 1-19715 | : Repeated dose, 90-day Study with
Reproductive Screen;

Gannon, et al., (2011) Adsorption, d1$tn”bunon, metabohsm, and excretion of [ I-
) in rats and mice. Toxicology 283, 55-6-2; and

Loveless, et al.; (2009) Toxicological evaluation of sodium perfluorohexanoate
Toxicology 264, 32-44.

IV. EPA’S ASSESSMENT OF EXPOSURE AND RISK
The following are EPA’s predictions regarding the Iﬁrobable toxicity, human exposﬁre and
environmental relcase- of the PMN substance, based on the information currently available to the

Agency.

Human Health Effects and Fate Summary: -EPA has concerns for potential mcmeratxon or other

decomposition products or degradants of thc PMN substance. EPA also has concerns for the
PMN substance that under some conditions of use-- particularly non-industrial, commercial, or _
copsumer use-- coulc;l. cause Iung effects, based on limited data on some perfluorinated

_ compounds | |

The Company has tested the PMIN substance in animals. Data was submltted that
addressed inhalation toxicity, systemic toxicity, sensiﬁzation, and irxitation. An acate inhalation

study was submitted and reviewed. The study test substance was on a formulation |
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EPA reviewed

| the study and determined the LC50 of the PMN substance to be >1.568 mg/L (based on the
[ ] PMN substance in the test substance). |

The PMN substance was tested in 2 Local Lymph Node Assay (LLNA) with fhestest
material |  at 5%, 25%, 50%, and 100%. The substance is not a st gt e
skin and eye irritatieﬁ studies, the PMZN substence'wes not classified as a skin or eye irritant.

The Systemie Toxicity with a one-Generation Reproduction' Study in Rats was reviewed
by EPA. The test substance also cen'tains [ ] PMN .substance. Tl_le study methodology and
results are aeeepteble. For systemic toxieity, the Lowest observe(I adverse effect level (LOAEL)
is 50 mg/kg/day and the No observed adverse effect (NOAEL) is 10 mg/kg/day. The systemic
" toxicity findings are based on iiegeneration!afrophy of the olfactory lining of the nose and kidney
effects. Further review by EPA did not find the effects on t'he‘nose to be sig;niﬁcaﬁt.- For
,Reproducnon and Developmental Toxicity, no LOAEL was established. The NOAEL is 200
mg/kg/day which is the hlghest dose tested The doses tested were 0, 10, 50, and 200 mg/kg/day
which were selected from the 7-day study in rats. EPA. finds that these eff_eets are not similar to
-other | 1.

EPA expects that the PMN substance will degrade based on | acr il

The PMN substance may degrade to [

-, and other
[ - substances. Based on information submitted to EPA during the PMN review

period, the PMN substance could have |
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]. EPA has agreed that for routine .analysis, the Company will analyze the starth:'tg
material, the [ ] for the following analytes: :c}m [
1. The Company will also quarterly analyze the starting material,

] for [ | o )], including establishing calibration curves. Also, at
initial maJI:lufacture and at lf;aSt annually thefeaﬁ&_, the Coxﬁpany has agreed to analyze
rei;resentative samples of the “Injﬁaiiy Isolated Formulations”of the final fqrmula_tion.of the
PMN substance. “Initially Isolated Fonmﬂatioﬁs"’ is deﬁ%:led in the Definitions section of this
Consent Order (Attachment A). The Company will analyze t?le Formulations for the [ |

| Jand[ ] Forthe Initially Isolated Formulations,
[ Jshouldbe] ] | |
The Company will continue to work towards reducing the maximum amount of
impurities | | ] During commercial production,

_these impurities are produced partly by [

] The Company has agreed to seek \;vays to minimize these hnpuritiw. The

Company; in consultation with EPA, has agreed to {-

1. The Company is also

evaluating other chemical management steps, which include |

To further document and control the actual contamination and efforts to zeduce the impurity
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levels, the Company will limit the maximum nnpunty levels in the starting material, [

] not to exceed the currently attainable levels (see Tables 1 and .2 in the Chemical
Syntheﬁis_ and Composition section of the attached Consent Order), and will analyze for and keep
~ records of the 'vé_rious impurities [

] quarterly (four times per year). The required quarferly sampling ﬁnd analysis will
bel prospective from the date of_ analysis from a compliance perépecﬁve. Tl;e Company will
report these levels annu%dly to EPA. The Company will also monitor these inip.urities inthe
Initially Isolated fonmﬂation. | .

EPA is concerned that pérﬂudrinated degradaﬁbn products may be released to the.
environment from use and degadaﬁon of the PMN substance. EPA ha.s preliminary evidence,
including data on other [ ], that suggests that, under some conditions, tﬁe
PMN substance could degrade in the environment. In addition, the perﬂuoﬁnﬁted de; are
found ﬁeax the sites of use for training and efﬁcacy of 'ﬁe primary use for ﬁe PMN substance.

* EPA has concerns that these degradation products will persist in.the cnﬁonment, could

-_ bioaccumulaté or biomagnify, and could be toxic (PBT) to people, wild mammals, and birds

based on data on analogs including PFOA, Y poteatial

deéradants, [ ]. The presumed pcrﬂuoﬂnéﬁcd degradants for the PMN
sﬁbstance include [ I]. There is limited toxicological data in animals ;:)n

[ ] and limited téxico]ogical data in animals on | ]or precursofs, which is

sununa.ﬁzcd below. '_
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PFOA is expec’ged to persist for years in the environment. Biodegradation and photolysis- '_
tests of analogous substances indicate little or no biodegradation or photolysis of perﬂudroaikyl
compounds. Bioaccumulation concerns are based on the measured presence of certain
p@fﬂuoroalkyl compounds, including PFOA, in wildlife and in human blood samples. Toxicity
studies on PFOA indicate develoi)mental, reproductive and systeﬁ:_ic toxicity in various species.
" Cancer may also be of concen_i These factors, taken together, raise -concems for potential
adverse chronic effects in humans and wildlife. For additional information about PFOA, consult
the Ef’A regu.latory docket at OPPT-2003-0012. A’ﬁdition_a] information about PFOA, [ gt
and other perfluorinated substances may also be found in the Administrative Record fbr PFOS,
PF OA, and Telomers and Related Chemicals (AR-22 6). Administrative Record (AR—226) is not
currently available online, but copies can be requested on CD~ROM from the EPA Docket office

by calling 202/566-0280 or sending an email request to opptncic@epa.gov.

Limited toxicological, ecological, and fate data now exist on | ] and some of the
[ ] -derived polymcrs aud other substances; see the PMN docket for data for these specific
PMNs. A phannacokmetlcs study on[ ]and for comparison perﬂuorobutane sulfonate

(PFBSj in the cynomolgus monkey was submitted previously. This study indicates that the
serum half-life of [ ; ] in these monkeys is less than 24 hours, whereas the half-life of
PFOA in monkeys is 20.9 days in female monkeys, 32 6 days in male monkeys, and 3.8 years in
] in rats that

humans. Another company also conducted a phannacokmetlcs study on [

showed a serum half-life of one hour or less. These data and assessments support the

assessment of reduced bioaccumulation of | ] relative to PFOA.



The Company subject to this Consent Order has conducted a S;O-day study with a
réprociuctive screen on ]. Dose levels for this study were 0, 20, 1_00,
and 500 mg/kg/day. E;PA received this stud-y at the end of July 2007. . EPA review of this study
conclud_e& thata no-obscrved adverse effect level NOAEL) was not established in this study for
systemic effects. There were numerous effects at 100 and 500 mg/kg/day on nasal tissue, liver,
anc‘II thyroid, and at 500 mg/kg/day on bc;dy weight, the red blood cell system, clotting, and the
k:idnéy. The BPA reviewer concluded that althougﬁ nét clearly dose related, the elevation of two
* markers for liver toxicity acfros-s all treated groups of maies in clinical chemistry, and the finding

of focal necrosis in the liver across ali treated groups of males, as well as, in treated recovery
males, and the absen:ce of this result in the controls, leads to the conclusion that no NOAEL was
. achieved.

For the one- generation repfoducﬁvc toxicity stu‘dyI component of this study, the
reproductive toxicity NOAEL is 500 ﬁlg}kg/day (the i:.ighest dose tgsted). The systemic toxicity
NOAEL for P1 rats .Was 20 mg/kg/day based on decreased body weigl_ltsfbmiy weight gains at
100 and 500 mg/kg/day. The systemic toxicity NOAEL fﬁr F1 adults is l'QO mg/kg/day based on
reduced body weights/body we@nt gains and redgoed food consumption at 500 mg/kg/day. The
developmental toxicity NOAEL for F1 pups was 100 mg/kg/day based on decreased pup weights
at 500 mg/kg/day. The rats (P1 generation; 20:’_sexfgroup) were axhni.uiste%ed‘ gavage doses of 0,
iO, 100 or 500 mg/kg/day for 70 days pre-mating, and theﬁ mated for a maximum of 2 weeks to

produce 1 litter. Dosing was continued during mating, gestation, and lactation.

b .
e &



-

In addition, in 2005, another company conducted a Combined Repeated-Dose Toxicity

Study with Reproduction/Developmental Screeniﬁg Test, (OECD 422) in rats for ] and
the | 1. The EPA review of these subchronic and rcprocfuctive data on Jand
the | ] concluded that for | ] no reproductive effects were seen at any dose.

Dose levels were 50, 150, and 450/300 mg/kg/day (450 was reduced to 300 in the study on day 4
because of toxicity). However, s_jrstemic eﬂ'ects—pﬁmarily liver effects--were seen. EPA review
places the NOAEL for | ] at 50 mg/kg/day. For the | 1, the doses were 25,

~ 75,and 225 ﬁig/kg/day._ For systemic c?ffects, no NOAEL was achieved with the Lowest-
Observed Adverse Effect Level (LOAEL) at 25 mg/kg/day. For reproducﬁvc or developmental
effects, the NOAEL is 75 mg/kg/day and the LOAEL is 225 mg/kg/day.

Tn. 2006, another company submitted a 90-day Oral Repeated Dose Toxicity Study
(OECD 408) for | 1. Dose levels for this study were 0 (vehicle control), 10, 50, or 200
mg/ke/day and were based on the previous Combined Study (OECD 422). EPA review set the
Lowest- Effect I;evtel (LOEL) or LOAEL at 10 mg/kg/day, based on the body weight g-ain being
lower in all treated groups of males. There was treatment-related t;).xicity'in tﬁé liver and the red
blood cell system (anemia) in malés at 200 mg/kg/day. There was also increased peroxisomal
Ibeta oxidation activity at this dose level. Hepatotoxic_;ity and peroxisomal beta oxidation activity
have also been seen in studies on PFOA. | |

The significance of the finding of a benign brain tumor (astrocytome) in one male rat in
the high dose group is not clear.. Tt is not the type of tumor normally associated with PFOA—t;rpe

compounds, is not a rare tumor, and may be incidental. Abnormal histopathology wasebserved
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in the testcs (2 males) and epididymides (1 male) at 200 mg/kg/day and is a sign of concern for
male reproductwe toxicity. Further testing should investigate male reproductive effects. From
this study, the potential for immunotoxic effects is low. There hav.e been some studies showing
immunotoxic effects from P_FOA_. Any investigation of immunotoxic effects should await the
corroborative testing now being conducted by EPA, Office of Research and De{relopxgggnt There
were no clinical signs of neurotoxicity and there were no u'eatzné_xlt-re';lated effects in the I
‘ ﬁﬁotioual observation battery or motor behavior. |

Anotlier 90-day study has been submitted ’_Ico EPA on | ]. EPA review of that
Studj;r concluded that blood and liver effects w&c seen at the highest dose. This study had
comparable doses with the other studies.

EPA received a Chronic Tt)x_icity/ Caréirlo;ggnicity study on [ ]in 2011. Doses
were 2.5, 15, and 100 mg/kg/ day for males aﬁd 5, 30, and 200 mg/kg/day for females. EPA
review dctermmed that no chronic toxicity or carcinogenicity effects were seen in the two lower
d(;ses Due to ]Jmatatlons in the study no determination could be made for the ]:ughest doses.

EPA has also received a modified reproductive study (OECD 421,miodified). The
modifications for ﬂ:_ie reproductive test'include; (1) increase the parental sample size to 20; (2)
the duration of the study should bg extended to until the pups have reached sexual maturation; (3)
parental males should be dosed for 10 weeks prior to mating; (4) dosing of the parental animals
should I;:e continued through- lactation and then fhe pups should be directly dosed until they reach

sexual maturation; o) pulp body weight should be recorded on lellctationldays 0,4,7, 14, and 21,

and then at weekly intervals, (6) litter:size can be standardized to 4 pups/litter on lactation day 4

e
ol
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(optional); (7) at weaning one pp.p/ sex/litter can be randomly selected to foﬂofv until sexual
maturation; and (8) the_time of sexual mataation should be reéorded (e vaéinal opening and
preputial separation). -

A one-generation mmdﬁoﬁon!develo;ymental toxicity study in mice on the ammonium salt
of | (OECD 421, modified) as described above was submltted to thc Agency. In this
.st'udy, pregnant mice were adxmmstered the test substance via gavage during gestation days 6 18.

The NOAEL for matemnal toxicity was 175 mg/kg/day (tbe highest dose tested). Signs of
| developmcntal toxicity were- observcd at175m g/kg/day on the postuatal day 1 and consisted of
increases in the number of stﬂlbom pups and pup deaths, reductlons in the average pup body
weight per littn_er, and a pup with lenticular opacity. The NOAEL for developmental toxicity is 35 _
me/kg/day. ‘ '
Limited toxicological data exist on-what may bé a persistent &egradant of the PMN
substance, .— ]. A 14-day ‘orai toxicity study on male mice with the [
] was conducted.

‘The study established a LOAEL of 45 mg/kgfday (300 ppm) based on observations of liver
* discolorations and increased mean absolute and relative liver weights and a NOAEL of 4.5
mg/kg/day (30 ppm). In addition, a 14-day oral toxicity study on male rats with ﬂ;e‘ same test
substance and doses Wa§ oo-nd-ucted‘ EPA concluded that the LOAEL is 30 ppm, the lowest dose
tested based on significant increases in tile mean relative liver wcighté and the lack of |

experimental observations (hematology, gross patholgy, etc) allowing determination of whether
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the elevation in relative liver weights is an adaptive or adverse change and making inferences on
the signiﬁcance of the reversibility of the change.

These and other data indicate a different and less toxic profile for 1(a possible
environmental degradant of fhe PMN substance) than for PFOA. In additioﬁ_, [ ] has not
been tested in a 28-day or a 90-day systemic toxicity test or a reproduction study. Therefore,
based on: (1) the environmcptai persistence of [ ) L) potenﬁal intermediate
fate products; and, (3) the possibility or likelihood that this substance may be used as a major
substitute for some-uses of PF QA, EPA believes that more information is needed on the toxicity
of the PMN substance and ] and possibly éther e‘nvironinéntal degradants, and the fate
and physical/chemical properties of [ ]-derived or related chemical substances in the
cnvironment. More data on thB:PW substance could be necessary if new informaﬁ;)n conaes to
light on the PMIN sﬁbstanoe or its potenﬁ'al degradanis.

EPA also believed that additional reproductive and long-term toxicological testing on
[ ] and the PMN substance in animals was warranted. To this end, the Company has
conducted a 90-day Repeated Dose Study Wi"Lh Re’prﬁductive Screen on [ ' ]. Anavian

reproduction test (bobwhite quail) (OECD 206) was also be conducted by another company on

[ ]. EPA may still seek additional avian reproduction testing (OECD 206) in mallard
ducks on [ ]. The Company is required to submit additional testing on the PMN substance
and[ . ]. Inaddition, comparative data, especially on the pharmacokinetics of | ]

‘and other perfluorinated substances will be developed by testing of the National Toxicology

Program (NTP) in the so-called Perfluorinated Compounds Class Study. £+ ;-
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Environmental Effects Summary: EPA expects the PMN substance or the Idcg,radanfs to be
highly persistent. The Company performed and submitted fish (rainbow trout) and daphnia acute
studies, the fish early ﬁe study (FELS) in rainbow trout, chronic daphnia, and algaé_ tests. All
five tests are acceptable per the EPA review.

For the Acute Fish test, therelwere n.o mortalities or sublethal effects at any dose and the
96-hour LC50 is >120 mg/L. In the Acute Daphmia test, thé doses (adjusted for'[ ] PMN -
substance with measured eoﬁccntmtions) were 0, control, 9.18, 16.7, 33.9, 67.3, and 122 mg/L
Daphiiids were observed for mortality and visible abnormalities at 24 and 48 hours. Sub-lethal
effects were seen at 33.9, 67.3 and 122 mg/L. The 48-hour EC50 is >122 mg/L with the NOEC
;ext 16.7 mg/L and the LOEC at 33.9 mg/L. Two chroﬁic tests ﬁere performed. In the Fish Eatl'ly
Life Stagé test pe‘rformed on rai'nbéw trqut, thé cgdpoints__ assessed were hatching, growth, and
survival of embryos. The test concéntrations (adjusted for [ ] purity and measured
concentrations) were 0.648,1.21, 2.69, 5.86, and 13.4 mg/L. The 90-day NOEC was 5.8 mg/L
while the LOEC was 134 mg/L. ‘In the 21-day Daphnid Test, daphnia were exposed for 21 days
under static-renewal conditions. The test was conducted in accordance with the OECD 211
guideline. The test concentrations Wei-e: 0 (oontrolj,lo.él 9,1.50,3.18, 6.42,Iand 13.5 mg/L
(adju-sted for % PMN substance and measured concentrations). Observations on immobilization,
reproduction, and &ub-lethal effects were taken daily. Length and dry weight of surviving adult
* daphnids were taken at the end of the test. Twenty percent adult mortality was observed in the

highest test concentration at 21 days. The 21-day NOEC was 3.18 mg/L (survival of young),
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while the LOEC was 6.42 mg/L (survival of young). The 21_;day GMATC value was 4.52 mg/L.
The 21-day EC50 is > 13.5 mg/L.
Based on these data, the chronic concentrations of concern (COC) is 452 ppb. Th1s is

derived by using the GMATC value for the survival of young in the 21-day daﬁhnid test (4.52
'mg/L) and then an assessment value of 10 is added which equals 452 ppb. The acute COC is

3,125 ppb. This is derived from the 96-hour algal vah;e fora ﬁcld of 12.5 mg/L. -This value is

divided by an assessment factor of 4 for the species resulting in an acute COC of 3. 125 mg/L or
3,125 ppb. EPA estimated rélea_ses to water do not exceed the COC.

In the Algae Test, green a.lgae‘weré exposed to the PMN test material | | ] PMN

substanc_e for 96 hours. The nominal concentrations (adjusted for | . ] PMN substance mean
~measured concentrations were 1.8, 3.43, 7.'19, 15.8, and 31.6 mg/L. At 96 hours, the EC 50 was

>31.6 mg/L. The skl si:»ecies was daphnia. |

EPA received the Avian Repfoduction Test on [ ]in late 2011. The test was

conducted according to OPPTS 85 0.2300, OECD 206 and FIFRA Subdivision E Section 71-4

guidelines and under GLP conditions. .Results shqﬁved no adverse effects in adult northern

bobwhite quail exposed to 1,000 ppm, 5,000 ppm or 10,000 ppm for body weight, feed

consumption, or reproduét'ive parameters. In addition, no effects were observed in the offspring

of the exposed- adults. The NOEC is 10,000 ppm or 964 mg/kg/day. Although the original test

S ¥ analysis for | ] of the livers of the adult birds as well as the

blood and livers of the offspring for Ithe presence of | | ], the fact that the analysis was not

performed will not alter the validation of the study considering the lack of effects seen in adult



tissue at necropsy ana the lack of si gns‘ of toxicity in both the adult and offspring as a whole. In
summary, the NOEC remains 10,000 pprm or 964 mgkgiey.

In addition, there is high concern for possible environmental effects from the potential
persistent degradation product | ~ Jend| | ]. Some acute ecotoxicity (fish, daphnia,
and algae) and a chronic fish test exists on [ ‘ - - : ] which were
' conducted in 2007. The fish 96-hour LC50 is greater than 107 me/L, the daphnia 48-hour ECS0

is 109 ﬁlg/L, and the algal EC50 is greater than 95.6 mg/L with an Algal chronic vaiue of 67.6
mg/L. In addition, an early life stage ﬁsh test was conducted on the | = " 1
The NOEC was 2.62 mg/L with a LOEC of 4. 85 mg/L and a chronic value or a GMATC of 3.36
mg/L. .

As stated previously, the analog PFOA is persistent in the environment and has a long
biofétentibﬁ time in various species. It has been detected in a number of species of wildlife,
including marine mam.tﬁals. It is toxic to mammalian and other species. The presence iﬁ' the
environmelilt and toxicological properties of PFOA continue to be investigated. Some acute
ecotoxicological effects data also exist on | ] in fish, daphnia, and algae. EPA believed
development of additional chronic data on [ ] was warranted. | Thesé studies were

" conducted by other companies and the Avian Reproduction study as described above.

Fate in the Environment and Fate Testing: A Ready biodegradation study, Adsorption desorption
study, Activated Sludge respiration test, and a hydrolysis test were_'conducted on the PMN

substance. The Ready biodegradation and hydrolysis. tests indicated:that the PMN substance
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may not biodegrade. However, there werel issues con_ceming recovery of the test material in the
hydrolysis test and it has been detemzmgd tfnat the Ready bibdegradation sm'df/ is not an
appropriate test to evaluate slower dcgmdatioﬁ over time. EPA is requiring fate and physical/

chemical testing on the PMN substance.

Bxposure and Environmental Release Summan}: Thermal and simulafed incineration testing
eitistsl on some related substances. This testing imiica%:es that inooi:nplete inci_neraﬁbn products ‘
are formed at lower incineration temperatures. EPA has determined that the PMN substance
may degrade. This con-clusion is based on monitoring data at sites of use with substances similar
in use and stmcture of the PMN substance. -

The PMN substance is expected to be manufactured and processed in the United States.
 The PMN substance is manufactured at a [ |

] where the PMIN ‘substance will primarily be djsposed_of _’c;y incineration. The PMN

substance has a total of | ] end-uses with one primary use,‘[ | ] The PMN
subistames will be used as | | | :

‘ | | ]_ For the primary use, -it is s51d_ by
[ ] to processors that wﬂ] process the PMN
substance presently at [ ] sites. For the primary use, the PMN substance will be further
diluted in the | ] formulations that are formulated by customers of [ Jtoa
percentage bf approximately [‘ ] which is further diluted resulting in a final end-user

concentration of | ~ Asan| Jythe PMN
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substance is in formulations of | ]. Asaf ] the PMN'
 substance is a [ .]‘ and used at less than | ]

Useasa II ] could be considered a dispersive use and if used could
potentially all go to the environme;nt. Itisused at | | _ ] and
other entities. It is used at trammg sites and for |

.] Human (;ccupaiﬁonal exposure could be dermal

| ez:zposuré to.liqmds or|[ ] Releases to the environment were estimé_te'd for manufacturing,
processing, use. Over|[  Jis ultima;tely disposed by incineraﬁon and/or landfill when the
[ ] expires. The remaining amount of the ﬁroducﬁon volume may be released to
water. A predominance ] of the PMN sﬁl_)stance is processed into | ] ”
[ ] processing sites were assessed. All of the PMN subst_aﬁéc could be released into the
environment, 1f used. Several scenarios of use and potential release were assessed including use
at training sites. There may be a periodic water release of [ |

I N | {. o ] systems have to be periodically tested and some
minimal rel;aases_ to the environment may occur.

During use c;'f the PMN sui:;stance in| | _ ], commercial users could be
exposed via dermal and inhalation routes. In addition, there could be inhalation exposure to
consumers during use in [ ]. EPA consi&m this exposure to be episodic
exposure. The EPA exposure estinlmte to consumers for use as an [

] for the PMN substance gives a peak concentration of 0.035 mg/m3.

Based on the acute inhalation study.efa-formulation containing [ ] PMN substance, the LC50  .afags..
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for P-11-526 from é4—h0ur inhalation study in rats is greater than 1.568 mg/L. This value can be
_ used to assess the risk of exposure to consumers from épray apblications of products that contain
| the PMN substance. For all uses that are episodic in nature and woul& occur only a limited
number of times per year, a New Chemical Expo'sure Limit (NCEL) for acute exposures isseta
15 mg/i:n3. 'Since the peak concentration of 0.035 mg/m3 isl significantly less than 15 mg/m3,
there is a low potential for nsk from acute, episodic exposures. |
Duringuse as a | ], the PMIN substance | ] 1s metered
from totes to a mixing truck and mixed into a fluid ]. The exposure is via the |

dermal route and releases may go to water or be inci.nérated-or landfilled for 1 day per year.

V. EPA’S CONCLtISIONS OF LAW

The following findings constitute the basis of the Consent brder:

(a) BPA is unable to determine the potential for human health a.ﬁd mvkonﬁmﬁl effects from

exposure to the PMN substance é.nd potential degra;:laﬁon products. EPA therefore coﬁcluda;,
pursuant to § 5(3)(1)(A)(i) of TSCA, that the information Iﬁva-i]abie to I;h;a Agency IS insufficient

to permit 4 reasoned evaluation of the hu:-man health and environmental effects of the PMN

substance and potential degradation products. |

(b) Inlight of the pote;ntial ﬁsk of human health and environmental effects posed By the

uncontrolled r;:lanufacture, procéssing, distribution in commerce, use, and disposal of the PMN

substance, EPA has concluded, pursuant to § 5(e)(1)(A)(i)({) of TSCA, that uncontrolled



manufacture processmo d1stnbut10n in commerce, use, and disposal of the PMN substance may
present an unreasonable risk of injury to human health and the environment

¢). In light of the estimated prodﬁcﬁon volume of, and human exposure to, the PMN substance,
P-1 1—526 and potential degradation products, EPA has further com::lll:edecl1 pursuant to

| § 5(e)(1}(A)GE)(ID of TSCA, that the PMN substance will be produced in substantial quantities -
and may reasonably bc annmpated to enter the environment in substantlal quanutlcs and there

“may be significant {or sgbstantial) human exposure to the substance and potential degradation

products.

VI. INFORI\’IATION REQUIRED TO EVALUATE HUMAN HEALTH AND
ENVIRONMENTAL EFFECTS

Triggered Testirig. The Order requires certain fate testing within 1 year of when this
Order is exequtcd and prqhi‘oits the Comﬁany from exceeding s_pe;iﬁed production vol_uuies
unless the Company submits the information described in the Testing section of this Order in
accordance with the conditions and test substancé specified in the Testing section. The physical
properties of the PMN substance and t;rgct analy{es present technical challenges in coﬁducting
the required testing. EPA will review submitted protocols in a timely O e
Consent Order and provide additional relevant information and input to the extent that it is

known and not claimed confidential by other companies.

Pending Testing. The Order does not require submission of the following mformatmn at

any specified time or production volume. However, the Order’s restrictions on manufacture,

proces.si-ng,-:distribution in commerce, use, and disposal of t_he PMN substance will remain in
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effect until the Order is modified or revoked by EPA based on submission of the following or
other relevant information. |
EPA expects that pfotocols would be submitted prior to any additional toxicological
testing required und‘er this Consent Order. Due to the limited water solubility of some qf these
substancés andlconsequenf analytical difficulties, some modification of the protocols may be
néce"ssary: These and other modifications will be agreed upon between EPA and the Company.

Information on inhalation toxicology if the substance had additional uses and was to be

sprayed by [
]. This could include a repeated

dose inhalation study with a bronchoalveolar lavage component and special attention to

histopathology (infl ammatibn and cell -proliferaticn) or othef relevant information.



g 3 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g M 8. WASHINGTON, D.C. 20460
%‘7 <\§
AL pro :
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVEN“ON
CONSENT ORDER

I. SCOPE OF APPLICABILITY AND EXEMPTIONS
I(a) Scope. The requirements of this Order apply to all commercial manufacturing (which
includes importation), processing, disnibﬁtion in commerce, use and disposal of the following

chemical suBstance: [

], CAS
Registry Number | 1P-11-526, (the “PMN substance”) in the United St#es by |
] (“the Company”), excq;t .to the extent that tho'se activities are
exempted by paragraph (b). | |

(b) E’xemptiéns. Manufacturing of the PMN substance is exempt from the requirements of this
‘Order (except the requirements in the Rec;ordkeeping and Successor Liability Upon Tramsfer Of
Consent Order sections) only to the extent that (1) these a;ctivities are conducted in full
compliance witﬁ all applicable requirementé of the fdﬁo@g exemptions, and (2) such

| compliance is documented by appropriate record keeping as required in the Recordkeéping section

of this Order.

(1) Export Untﬂ the Company begins commercial manufacture of the PMN substance. for

Internet Address (URL) - http:/Awww.epa.gov .
Recycled/Recyclable - Printed with Vegetable Oil Based Inks on 100% Postconsumer; Process Chlorine Free Recycled Paper
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use in the United States, the requireﬁenis of this Order do not apply to maanacture, processing or
distribution in commerce of the PMN substance solely for export in accordance with TSCA §12(a)
and (b), 40 CFR 720.3(s) and 40 CFR Part 707. However, once the Company begins to |
manufa,cﬁlfg the PMN substance for use in the United States, no further activity by the Company
involving the PMN substance is exempt as “solely for export’; even if some amount of the PMIN
subste;nce is later exported. At that point, the reqxﬁrements of t}ns Order apply to all activities
associated with the PMN substance \;v‘n.ile in the territory of ihe United States. Prior to lcaving
U.S_. territory, even those quantities or batches of the PMN sub.stance that are destined for export
are subject to terms of the Order, and count towards any i)roducﬁon volume test triggers in the

Testing section of this Order.

(2) Research & Developmant (“R&D™"). ’I‘hc requirements of this Ordcr do not apply to

manufacnmng, processing, distribution in commerce, use and disposal of the PMN substance in
small quantities solely for research and development in accordance with TSCA §5(h)(3), 40 CFR '
720.3(cc), and 40 CFR 720.36. The requirements of this Order also do not apply to manufacturing,
processing, distribution in commerce, use and di-smsﬂ of tﬁe PMN substance v?hcn they are |
manufactured solely for non-commercial research and development per 40 CFR 720.30(i) and
TSCA §5(1) :

(3) Byproducts. 'I‘he requirements of this Order do not apply to the PMN substance when
they are produced, without separate oommerc:'ial intent, only as a “byproduct” as deﬁned at 40 CFR

720.3(d) and in compliance with 40 CFR 720.30(g).

(4) No Separate Commercial Purpose. The requirements of this Order do not apply to the

PMN substance when.they are manufactured, pursuant to any of the exemptions inéﬁ:,C,FR

720.30(h), with no commercial purpose separate from the substance, mixture, or article of which



they are a part.’

" (5) Imported Articles. ‘The requirements of this Order do not apply to the PMN substance when

they are iniported as part of an “article” as defined at 40 CFR 720.3(c) and in compliance with 40

CFR 720.22(b)(1).

(c) Automatic Sunset Ifthe Company has obtained for the PMN substance a Test Market

Exemption (" TME”) under TSCA §5 (h)(l) and 40 CFR 720. 38 or a Low Volume Excmpnou
(“LVE”) or Low Release and Exposure Exemption (“LoREX") under- TSCA §5(h)(4) and 40 CFR
723.50(c)(1) and (2) respectively, any such exemption is automatically reodered mull and void as

of the effective date of this Consent Order.

TERMS OF MANUFACTURE, IMPORT, PROCESSING,
DISTRIBUTION IN COMMERCE, USE, AND DISPOSAL

PENDING SUBMISSION AND EVALUATION
- OF INFORMATTON

PROHIBITION

The Company is probjb'ited from manufacturing the PMN substance in the United States,

- for any nonexempt commercial purpose; ‘pending the development of mfonnatmn necessary for a
rcasoned evaluation of the human health and environmcntal‘eﬁects of the substances, and the
completion of EPA’s review of, aﬁd regulatory action based on, that information, in accordance .

with the conditions c_iescﬁbed in this Order.

CHEMICAL SYNTHESIS AND COMPOSITION

Tt e

(a) Restriction. The Company shall not manufacture the PMN substance, P-11-526 unlessithe: -

[ ] starting matenal isin comphance with the limits specified in Table 1 and Table 2.
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~ The Company shall analyze the Initially Isolated Formulations of the PMN substance for the
ana!}ztes specified in Table 3 upon initial commencement of manufacture, and at least annually
analyze and report thereafter, until one year after the date of the last joint manufacture or
' processing of a product that contains J products at the facility. The Company
Shall report annually to the Agency the levels of impurities |
] associated with the PMIN suEstanoe, P-11-526 manufactured by the Company,
as specified bclow.- For routine analysié, the Company shall analyzé the starting material, [
] for the followiﬁg analytes shown in Table 1 below: [
)] The Company will also quarterly analyze the starting maferial, [

], for the analyte [ | ] shown in Table 2, below. The Company

shall make its best effort to minimize these impurities and to seek to eli.minate them.

(b_)l Analysis and Reporting. The Cdmpany shall analyze representative samples of the Initially
Isolated Formulations of the PMN substance, P-11-526 manufactured by the Company to
determine mﬁplimpe with tl;e requirements in paragraph (a). The Company shall also analyze
the Initially Isolated Formulations of the PMN substance at each manufacturing facilify both (1) at
the initial commencement of non—exempf manufacture of the PMN substance at that facility, and
(2) at least-annually thereaﬁer dﬂg every year in which the PMN substance is manufactured at
that facility or unported If any new facility of manufacture is added or if the process of
manufacture of the PMN substance is significantly altered, then the Initially Isolated Formulation
of the PMN substance must be mdﬁed at commencement, and annually thereafier as set forth
above If the PMN substance 1s 1mported the Company.: shall obtam from the foreign

Ry o

manufacturer written documentation to cemfy that representative samp]cs of the unported form of
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the PMN substance have been analyzed, consistent with the requirements of this paragraph (b),
and determined to comply with the requirements of paragraph (a). The_ Company shall report the
-above analysis to EPA at initial commencement of manufacture and again if any new I
manufacturing facility is added or if the ﬁroce'ss of manufactore of the PMN subls;taqce or any
intermediate thereof is significantly altered. ;I‘he Compansr shall continue to report these impurity
lévels to EPA aﬁnually,- in ;1 cycle'oomplement_é:y to the | I ..

]. In addition to the reporting for the Initially Isolated Formulations of the PMN subsfance
themselves, the Company sha]l? for the | ] starting mateﬁal, annually report (1) the
average values and the range of v‘alues, including outlying data, for the routine analysis for the

analytes speciﬁed in Table 1 and (2) the results of the quarterly analyses for the-analyté specified

in Table 2.
TABLE 1:
TO BE ROUTINELY ANALYZED IN [ ] STARTING MATERIAL
Analyte | CAS Number Limit in [ ]
[ ] (intended it ¢35 e [ ]minimum
[ ] M ki & o 1 (combined)
[ ] ]
TABLE 2: | _ -
TO BE ANALYZED AT LEAST QUARTERLY IN | ] STARTING MATERIAL

Analyte B CAS Number & ani Limit in |




TABLE 3:
TOBE ANALYZED AT START-UP AND AT LEAST ANNUALLY THEREAFTER

IN THE INITIALLY ISOLATED FORMULATIONS OF THE

PMN SUBSTANCE
Estimated Maximum in |
_ Initially Isolated

‘Analyte CAS Number Formulations of the PMN

_ substance '
[ ] ' | ] [ X (combined)
[ ] [ ] : :
[ | .y [ 1

] -

ﬁANUFACTURING

(2)(1) Prohibition. The Company shall not cause, encourage or subgcst the manufacture of the
PMN substance by any othcr person. However, the Company may communicate to any cthcr |

person thc existence of the 5(e) Consent Order and TSCA Inventory status for the PMN

substance.

2) slms& Following SNUR. Subparagraph (a)(1) shall expire 75 days after
promulgation of a final significant new use rule ("SNUR") govcmiﬁg the PMN substance under |
‘sectlon 5(a)(7) of TSCA unless the Company is notified on or bcfore that day of an actlon ina
Federal Court seeking Jud1c1al revxew of the SNUR. If the Company is so notified, subparagraph
(a)(l) shall not expire until EPA notifies the Company in writing that all Federal Court actions
involving the SNUR ha’vc been resolved and the validity of the SNUR afﬁ;;med.

(3) Notice of SNUR. When EPA promulgates a final SNUR for the PMN substance and

subparagraph (a)(1) expnce n accordance with subparagraph (a)(2), the Company:shall: ncﬁfy

each person whom it causes, encourages or suggests to manufacture or import the PMN



_substance of the existence of the SNUR.

) Contrad Manufacturer. Notwithstanding paragraph (a), the Company may cause a “Contract
Manufacturer” outside the Company to manufacture the PMN substance aocor'ding to the
following conditions:

(1) The Contract Manufacturer must be under contract to the Company to manufacture or
import the PMN substanoc solely for the Company The contract must specify the identity of the
PMN substance, the total quantmes to be manufactured and the basic technology to be used for
manufacturing.

(2)'The Compan); shall obtain from each Contract Manufacturer a signed copy of the
Consent Order for Contract Manufacturer (to be attached to tbis Oraer as Attachment C ) and
submlt the copy to EPA along with the name, address, and tclcphone nuraber of a responsible
ofﬁcml of the Contract Manufacmrer The Contract Manufacturer or Company must receive a
fully executed copy of the Consent Order for o —— before the
Co::L_tracf Manufacturer may begin manufacture or import.

(3) If at any time, the Company learns that the Contract Manufacturer has failed to
comply vﬁﬂ: any of the conditions specified in the Consent Order for Contract Manufacturer, the
' Company shall immediately cease to. cause the Contract Manufacturer to manufacture the PMN
| substance; unless the Contract Manufacturer is in compliance with 2 SNUR for the PMN

substancc,.‘or unless the Company is able to document each of the following:

(i) That the Company has, within 5 working days, notified the Contract
Manufacturer in writing that the Contract Manufacturer has failed to comply with any-of the
conditions specified in the Consent O:rder for Contract manufacturer.

- (i) That, wnhm 15 work_mg days of notlfymg the Contract Manufacturer of the d
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noncompliance, the Cémpany received from the Contract Manufacturer, in writing, a statement
.of assurance thét the Contréct Manufacturer is aware of the térms of the Consent Order for
Contract Manufacturer and will.-comply with those terms. I

(iii) If, after receiving a stat-ement of assurance from the Contract Manufacturer
under subparagraph (b)(ii) of this Section, the Company has notice or knowledge that the
Contract Manufacturer has failed to comply with any. of the conditions speclﬁed in the Conscnt
Order for Contract Manufacturer, the Company shall immediately cease to cause the Contract
Manufacturcr to m&nufachug or import the PMN substance, shall notify EPA of the failure to
comply, and shall resume causing the Contract Manufacturer to manufacture or import the PMN
substance only upon written notification from the Agency. | |

DISTRIBUTION

(a) Export Notice Requirement. No later than the date of distribution, the Company shall

notify in writing any person to whom it distributes the PMIN substance for “commercial use” or
“industrial usé" that, dug; tlc; the issuance of this Consent Order under section 5(¢) of TSCA, the
PMN substance are subject to the export notiﬁcation ré(:iuircments of TSCA section 12(b) and 40
CFR Part 707 Subpaxt D. Such notice shall contam, in the form in which it appears in this
‘Consent Order, the following mforn:tatlon (1) the PMN number, and (2) either (A) the specific
chemical identity of the PMN substance, or (B) if the specific chemical identity is confidential,

the generic chemical identity.

TESTING

(a)..Section 8(e) Rgportlng Reports of mformatxon on the PMN substance which reasonably

supports the conclusmn that the PMIN substance present a substanua] Tisk of injury to healthor -~ -
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the environment, which is required to be reported under TSCA section 8(e) shall reference the
appropriate PMN identification number for these substances and contain a statement that the
substances are subject to this Consent Order. Additional information regafdin g section &(¢)

reporting requirements can be found at www.epa.gov/oppt/tscaBe.

(b) Notice of Study Scheduling. The Company shall notify, in writing, the EPA Laboratory Data
Integrity Branch (2225A), Office of Enforcement and Cdmp]iance Assurance, US.
Environmental Protection Agency, 1200 Pennsylvania Aventie, N.W., Washington, D.C. 20460,
of the following information within 16 days of scheduling any study required to be performed
_pursuénf to this | I
Order, or within 15 days after the eﬁective date of this Order, whichever is later:

(1) The date when the study 1 is scheduled to commence;

(2) The name and address of the laboratory which wﬂl conduct the study' and

(3) The name and telephone number of a person at the Company or the Iaboratory whom

EPA may contaot regarding the study.

(4) The appropriate PMIN identification number for each substance and a statement that

the substance is subject to this Consent Order.

(c) Good Laboratory Practice Standards and Test Protocols. Each study required to be

performéd pursuant to this Order must be conducted according to TSCA Good Laboratory

Practice Standards at 40 CFR Part 792 and using methodologies' generally accepted in the

relevant scientific-community at the time the study is initiated. Before starting to conduct any

sm&y, the 'C-‘ompany must obtain a;-;»proval of test protocols from EPA by submitting written
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protocols. EPA will respond to the Company withiﬁ 4 weeks of receiving the “ﬁtten protocols.
Pubhshcd test guidelines specified in paragraph (d) provide general guidance for devéit)pmeﬁt of
test protocols, but are not themselves acceptable protocols. Approval of the test protocol does

not mean pre-acceptance of test results.

(d) Triggered Testing Requirelﬁents. (i) The Company is prohibited from manufacturing the

PMN substanée, unless the Company conducts the following studies and submits final reports

and underlying data in accordance with the production limits specified in this testing section (i.e.)

beyond | ] after the signature by both parties of this Order for certain studies and beyond-
the aggregéie ménufacture and import volumes of | ] kilograms, and | ]
kilograms for other studies.
" Production Limit  Study Guideline
N Zahn-Wellens Biodegradétion OPPTS 835.3200 OECD 302B
(after signature Study with Analysis for
of Order) Degradation
Products as specified
Hydrolysis as a function of pH OPPTS 835.2130, OECD 111
and temperature _ '
[ kegs 90-day repeated dose oral -
~ toxicity study in rats with OPPTS 870.3100 and OECD 421,

1-generation reproduction parallel ~ Modified
(Must include modifications) : .

n < ]

Soil Biodegradation Study OECD 307
lkgs UV visible light absorption OPPTS 830.7050, OECD 101
Direct Photolysis, if wavelengths ~ OPPTS 835.2210

greater than 290 nm are absorbed in
the previous test (OPPTS 830.7050)



11

Indirect Photolysis Screening Test OPPTS 835.5270
Anaerobic Biodegradability of OECD 311
Organic Compounds in Digested -

Sludge

Avian Reproduction in bobwhite OPPTS 850.2300
quail ‘ ,

(i) The test substance shall be the PMN substance described in P-11-526 and |

for the 90-day toxicity study as specified. Chemical composi‘tion of the test substance ;shall be
verified and a certificate of -amalysis submii;ted to EPA. | | |
(‘%ii) Chemical oomposiﬁon of the test substance must be fully characterized. For
- polymers, characterization includes all information required on pages 5 and 6 of the PMN form
(i.e. EPA Form 7710-25), except that data on residuals are only requiredl for fluorinated
substances. Although EPA understands that complete mass ba]ancé may not be achievable for
the specified analytes, the Compal.uy shall attempf mass balance to the greatest extent practicable.
- EPA prefers that the Company test the commercial substan;:c.
(iv) The Cofnpany must test for the foﬂowiné analytes in thé. Zahn-Wellens
Biodegradation test (OPPTS 835.3200, OECD 3023), the additional Biodegradation tests

(OECD 307, and 311), and the Photolysis tests (OPPTS 835.2210 and 835.5270): [

), CAS Number
H), CAS Number . CAS Number ; CAS Number

, CAS Number 5 , CAS Number

CAS Number - ), CAS
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Nur_{lber |

CAS Number

, known as +f
) Modiﬁcati‘(:ms for 9d-day and OECD 421, modified: The modifications for the

reproductive test inclgde: (1) increase the parental sample size to 20; (2) the durlaﬁo'n of the
study should bc; extended to until the pups have reached sexual maturation; (3) parental males
should be dosed fc;r 10 weeks prior tol mating; (4) dosing of the parental animals should be -
* continued through lactation anld then the pups should be directly dosed until they reach sexual
maturation; (5) pup body weight should be recorded on lactation days 0, 4, 7, 14, and 21, and
then at weekly intervals, (6) litter size can be standardized to 4 pup\s!litter' on lactation day 4
(optional); I(7) at weaning one pup/sex/litter can be randomly seiecicd to follow until sexual
maturation; and (8) the time of sexual maturation should be recorded (i.e. IVaginaI 0peniﬁg and

preputial separaﬁdn).

(e) Test Reports. The (L;ompany shall: (1) conduct each study in good faith, with due céré, aﬁd '
in a scientifically valid manner; (2) promptly furnish to EPA the results of any interim phase of
each study; and (3) submit, in triplicate (Wiﬂ:l an additional sanitized copy, if confidential
business information is involved), Ithe final report of each sfudy and all underlying data ("the
report and data") to EPA prior to ext:eediﬁg the applicable production limit except for the first
production limit which will be | ] after sign;ture of the Order. Thé final report shall
contain the contents specified in 40 CFR 792.185. Underlying data shall be submitted to EPA in
acoordance with the apphcable "Reporﬁng,” "Data and Reportmo and "TestReport™

subparagraphs in the apphcable test guidelines. However, for purposes of this Consent Order,



the word "should" in those sﬁbparagrapﬁs shall be interpreted to mean "shall” t(; make clear that
the submission of such information is mandatory. EPA will require the submission of raﬁ data
such as slides and laboratory notebooks only if EPA finds, on the basis of professional judgment,

that an adequate evaluation of the study cannot take place in the absence-of these items.

() Testing Waivers. The Company is not required to conduct a study Speciﬁed in paragraph (d)

of this Testing section if notified in writing By EPA that it is unnecessary to conduct that study.

(&) IEQuivocal Data. IfEPA finds that the data gencrated by a study are scientifically equivocal,

the Company may continue to manufacture and import the PMN substance beyond the applicable
productlon lumt To seek relief from any other restnctlons of this Order, the Company may
make a second attempt to ‘obtain unequivocal data by reconducting the study under the conditions
specified in paragraphs (b), (c), and (e)(l) and (e)(2). The testing requirements may be modified,
as necessary to permlt a reasoned evaluation of the risks presented by the PMN substance, only

" by mutual consent of EPA and the Company.

(h) EPA Detcrmmanon of Invalid Data.

1) Except as descnbed in subparagraph (h)(2), if, within 6 weeks of EPA‘s receipt of a
test report and data, the -Company receives written notice that EPA finds that the data genergted_
" by a study are scientifically invalid, the Company is prohibited from further manufacture and
import of the PMN substance beyond the applicable production limit.

(2) The Company may.continue to manufacture the PMN substance beyond the

- applicable productxon 11m1t only if so notified, in writing, by EPA in résponse to the Company's -
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compliance with either of the fo]lowing subparagraphs (h)(2)(@) or (h)(2)(ix).

_(i) The Compa.ﬁy may reconduct the study in compliance with paragraphs (b), (c),
and (ej(I) and (€)(2). If there is sufficient time to reconduct the study and submit the report and

data to EPA ét least 14 weeks before cxcleeding the production limit as required By subparagraph -

(e)(3), the Compahy shall comply with _subparagraﬁh (€)(3). fthereis insufficient time for the
Company to comply with subparagraph (e)(3), the Corapany may exceleld .the production limit and
shall submit the repbrt and (iata in triplicafe to EPA within a reasonable period bf time, all as
specified by EPA in the notice described in subparagraph h)(1 ). EPA will respond to the
Company, in writing, within 6 weeks of receiving the Company's report and data.

(ii) The Company may, within 4 weeks of receiving Jérom EPA the notice
described in subparagraph (b)(1), éubmit to EPA a written report ‘reﬁrci;zg EPA's finding. EPA

will respond to the Company, in writing, within-4 weeks of rece]vmg the Company's report.

(i) Company Determination of Invalid Data.
(1) Exceptas described in subparagraph (1)(2), if the Company becomes aware that

- circumstances clearly beyond the control of the Company or laboratory will prevent, orhave
prevented, development of scientifically valid data under Yhé conditions specified in paragraphs
(c) and (), th.;e Company reméins prohibited from further r-nanufacmre and import of the PMN |
substance beyond the applicable prodﬁction limit.

2) Thé Company m.éy submit to EPA, witbj:cllz weeks of first becoming aware of such
circumstances, a written statement explaining why cirwmsta;loes c}eérly beyond the control of
the Cbmbany or laboratory will cause or have.caused development ;t)f scientifically invalid data.

- “EPA will notify the Company of its respense; in writing, within 4 weeks of receiving the .oungs
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éompar_xy‘s report. EPA's written fesponse may éither:

(i) allow the Company to continue to manﬁfacme the PMN substance beyond the
applicable producﬁon limit, or |

(i) require the Company to continue to conduct, or to reconduct, the study in
comphance with paragraphs (b), (c), and (€)(1) and (€)(2). If there is sufficient time to oonduct
or reconduct the study and submit the report and data to EPA at least 14 weeks before exceedmg
the production limit as required by subparagraph (e)(3), the ‘Company shall comply_ mth
subparagraph (e)(S). If there is infl.;ufﬁcient time for the Company-to comply with subﬁar‘agraph |
(e)(3), the Company may exceed the production limit and shall submit the report and data in
triplicate to EPA within a reasonable period of time, all as specified by EPA in the notice
described in subparagraph (i)(2). EPA will respond to the Company, in writing, within. 6 weeks
of receiving the Clompany‘s report and data, as to whether the Company maﬁ( continue 0

manufacture and import beyond the applicable production limit.

1)) Umeasonable R.‘lSk.

(1) EPA may notify the Company in wntmg that EPA finds that the data generated by a
study are scientifically valid and uneqmvocal and indicate that, despite the terms of this Order,
the PMN substance will or may present an unreasonable risk of injury to human health or the
envuonment EPA's no.tice may specify that the Compas;ly undcr’céke certain actions concerming
further testing, manufacture, processing, distribution, use and/or disposal of the PMN substance
to mitigate exposures to or to better characterize the risks presented by the PMN substance.

. Within 2 weeks from receipt of such a notice, the Company must:cease all manufacture,

‘processing, distribution; use-and disposal.of the PMN substance, unless:eithers o = =



16
@ within 2 weeks from receipt of the notice described in: subparagraph (j)(1), the
" Company complies with such reqmremcnts as EPA's notice specifies; or
(3) within 4 wecks from receipt of the notice described in subparagraph (j)(1), the
Company submits to EPA a written report refuting EPA's finding and/or the appropriateness of
any additional requirements imposed by EPA. The Company may continue to manufacture,
process, distribute, use and dispose of the PMN substance in accordance with the terms of this
Order pending EPA's résponse to the Company's written rep.ort- EPA will respond to the
Company, in writing, within 4 weeks of receiving the Company’s répoﬁ'. Within 2 weeks of
‘receipt of EPA's written ;csponse, the Cc;mpany shall comply with any requirements imposed by
' EPA's response or cease all manufacture, nnport, processing, distribution, use and disposal of the

PMN substance.

(k) Other Rg_u_l__remems Regardless of the satnsfacnon of any other conditibns in this Testing
section, the Company must oontmue to.obey all the terms of this Consent Order until otherwise

| notiﬁe& inl writing by EPA. ﬁc Company may, based upon submitted test data or other relevant
* information, petition EPA to modify or revoke provisiong of this Consent Order pursuant to Part

V1. of this Consént QOrder.

RISK NOTIFICATION

(a) If as a result of the test data required under the terms of this Order, the Company becomes
aware that any of the PMN substance may present a risk of injury to human health or the
environment (OT:18.:50 ) notified by EPA), the CompaJ:Ly must mcoxporate this new information, and

.. any information on methods-for protecting-against such risk, into a Material:Safety Data Sheet
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("MSDS") for those PMN substance, as described i;140 CFR section 721 .72(0), within 90 days
from the time the Company becomes aware of the new information. If the PMIN sﬁbsta_.née are
not being manufactured, immported, processe&, or used in the Company's workplace, the (Eompany

must add the new information to an MSDS before the PMN substance are reintroduced into the

workplace.

(E) T‘he. Company must ensure that persons who ivill receive the PMN suBst;nce from the -

- Company for either COmmerciai'or industrial LSG or Who have received the PMN_substance from
the Company for either commcrcial or industrial use, witﬁin 5 years from the date the Company
?ecdines aware of the new information described in paragraph (a) of this section, are proﬁ&ed an

MSDS containing the information required under paragraph (a) within 90 days from the time the

Company becomes aware of the new information.

. RECORDKEEPING

(a) Reéoll‘dst ﬁe Companf sﬁaﬂ mamtam the following rec;c-)rds until 5 years after the date they
are created and shall make them available for inspection and copying by EPA in accordance with
section 11 of TSCA: | A

(D Exemp' tions. Records documeﬁﬁng that the PMN substance did in fact quélify for any
.onel or more of the exemptions described in Section I, Paragraph (b) of this Order. Such records
must satisfy all the s;zatutory and regulatory recordkeeping requircm ents aﬁplilcable to the
exemption being claimed by the Company. Any émounts 5rbatchaé of .the PMN substance
eligible for the Export exemption in:Section I, Pai'agraph (b)(1) of this Order, are exempt from all

. the requirements in this Recordkeeping section, if the Company maintains, for 5 years from the

E-CREE CH
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date of their creation, copies Qf the export label and export notice to EPA, required by TSCA
sections 12(2)(1)(B) and 1 2(b), respectively. Any amounts or batches of the PMN substance
cligible for the Research and Development excmptton in Section 1, Paragraph (b)(’)) of this
Order, are exempt from all the reqmrements in this Re:oordkeepmg section, if the Company
maintains, for 5 years from the date of their creation, the records required by 40 CFR 720.78(b).
For any amounts .or batches of the PMN substance claimed to be eligibie for.any other éxemption
dcscriEed in Section I, Paragraph (b) of this Order, the Coﬁlﬁany shall keep records
demonstrahng qualification for that exemption as well as the records specified in paragraphs (2)
and (3) below, but is exempt from the other record keeping requlremcnts in this Record keeping
section;

(2) Records documenting compliance with the Chemical Syntﬁesis and Composition’
section of this Order, including the results ﬁ‘oxn rouﬁgc and quarterly analysis of representative
samples of the starting mateﬁa-l; [ 1, and at start-up and annually thereafter of the
Initially Isolated Formulations of the PMN substance. |

(3) Records documenting compliance with the Manufacturing, Distribution, and Testing
sections of this Order. E -

" (4) Records domﬁng the manufacture and impoﬁaﬁon volume of the PMN
substance aﬁd the corresponding dates of manufé.ctur_e and import. |

(5) Records documenting tﬁe names and addresses I(inc_lu‘ding shipment destination
: éddrcss, if differcntj of all person; outside the site of manufacture or import to whom the
Company- directly sells or transfers the PMN substance, the date of each sale or transfer, and the
quantity of the substance sold or transferred on such daiéa;;wherein transfer does not. include the

distribution of small samplé quantities.(less than [ ] kilograms annually)of the PMN substance "
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without charge.

(6) Records documenting the address of all sites of manufacture, import, processing, and

(7) Copies of material safety data sheets required by the Risk Notiﬁcatiﬁn section of this

Order;

® Copies of any Transfer Documents and potices required by the Successor Liability
section of this Order, if applicable; and ‘
(9) The Company shall keep a copy of this Order at each of its sites where the PMN

substance are manufactured, proccssed, or used.

(b) Applicability. The provisions of this Record keeping Section are applicable only to activities
| of the Company and its Contract Manufacturer, if applicable, and not to activities of the

_ Cdmpany's customers.

(c) OMB Control Number. Under the Paperwork Reduction Act and its regulations at 5 CFR

" Part 1320, parﬁculaxly 5 CFR 1320.5(b), the Conipany is not réquired'to respond to this

“collcctibn of information” unless this Order displays a currently valid control number from the
Office of Manaécmcﬁt énd Budget (OMB), and EPA so informs the Company. The “collection
of informa’cibn” required in this TSCA §5(e) Consent Orders has been approved under currently

valid OMB Control Number 2070-0012.

IV. REQUESTS FOR PRE-INSPECTION INFORMATION

o

- (a) EPA’s Request for Information. -Pursuant to section 11 of TSCA and 40-CFR.720.122, EPA '
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may occasionally conduct on-site compliance inspectibns of Company facilities and conveyances
associated with the PMIN su?;xstanoe. TQ facilitate such Jhspectioﬁs, EPA personnel may contact
the Company in advance to request information pertinent to the scheduling and conduct of such
inspections. Such requests may be written or oral. The types of information that EPA may
request may include, but are not limited to, the following: |

@) Expectéd dates and times when the PMN substance wiil be in produétim within the
sul_)sgquel-lt 12 mlonlﬂm;

(i) Current workshift schedules for workers who are involved in activities associated
with the PMN substance and may reasonably be exposed to the PMN substance;

(iii) Current job titles or categories for workers who are involved in ﬁcﬁvities associated
with the PMN _substancc and may reasonably be exposed to the PMIN substance;

(iv) Existing exposure monitbring data for workers who are involved in activities
. associated with the PMN substance and ma}lr reasonably be exposed to the PMN substanc;e;_
(v) Records’ requlrcd by the Record keeping secimn of this Order; and/or

(vi) Any other information reasonably related to determmmg complance with this Order

or conduC.ting an inspection for that purpose. :

(b) Company’s Response. The Company shall respond to such requests within a reasonable

pcr_'idd of time, but in no event later than 30 days after receiving EPA’s request. ‘When requested
in writing by EPA, the Cdmpany’s response sl;all be in writing. To the extent the information is
known to or reasonably ascertainable to the Company at the time of the request, the Comi)an;f’s
response shall demonstrate.a.good faith effort tolprovide reasonably accurate and detailed ..« ..

- answers to all of.EP:A--’szrequests;w.-'--- o
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(c) Confidential Business Information. Any Confidential Business Information (CBI) that the

Company submits to EPA pursuant to paragraph (b) shall be protected in accordance with §14 of

- TSCA and 40 CFR Part 2.

V. SUCCESSOR LIABILITY UPON TRANSFER OF CONSENT ORDER

~ (a) Scope. This sectlon sets forth the procedures by which the Company‘s rights and obligations
under this Order may be transfe:rred when the Company transfers its mterests in the PMN
- substance, including the right to manufacture the PMN substance, to another perSOn outside-the

Company (the "Successor in Interest").

(b) Relation of Transfer Date to Notice of Commencement ("NOC™).

(1) Before NOC If the tr%msfezr from the Company to the Successor in Interest is
effective before EPA receives a notice of commencement of manufacturc ! 'NOC“) for the PMN
substance from the Company pu.rsuant to 40 CFR 720 102, the Successor in Interest must subnnt |

_ new PMNs to EPA and ;:Oplply fully w1th Section S(a)(l) of TSCA and 40 CFR part 720 before
commencing manufacture or import of the PMN substance.
| (2) After NOC. If the transfer froml the Company to the Successor in Interest is effective
after EPA receives a NOC, the Successor-in Interest shall comply with the terms of this Order

and shall not be required to submit new PMNs to EPA.

(c) Definitions. The following definitions apply-to this Successor Liability section of the Order:

(1) "Successorin Interest" means a person outside the Company who hias acquired the-
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Company's full interest in the rights to manufacture the PMN substeeoe, including .all ewnership
 rights and Ieg_ai liabilities, through a transfer document signed by the Company, as transferor, and
the Successor in Interest, as transferee. The term excludes persons who acquire less than the full
mt&est of the Company in the PMN substance, such as a 1icensee who has acquired a limited
license to the patent or menufacﬁuing rights associated with the PMN substaece; A Successor in
ﬁlterest must be incorporated., licensed, or doing business in the United States in accordance with
40 CFR 720. 22(3)

(2) “Transfer Document" means the lega] instrument(s) used to convey the mterests in

the PMN substance, including the right 'to manufacture the PMN substance, from the Company to

the Successor in Interest.

(d) Notices.

(1) Notice to Sucoessor in Interest On or before the effective date of the transfer the

Company shall provide to the Successor in Interest, by reglstered mail, a copy of the Corisent

Order and the "Notice of Transfer" document whlch is incorporated by reference as Attachment

B to thls Order

" (2) Notice to EPA. Within 10 business days of the effective date of the transfer the
Company shall, by registered mail, submit the fully executed Notice of Transfer document fo:
U.S. Environmental Protection Agency, New Chemicals Braneh (7405), 1200 Pennsylvania

Avenue, N.W., Washington, D.C. 20460.

(3) Transfer Document. Copies of the Transfer Document must be maintained by the

.Successor in Interest at its principal place of business, and at ail sites where the PMN substance

are manufactured or imported. Copies of the Transfer Document must also be made available for
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inspection pursuant to Section 11 of TSCA, must state the effective date and time of t:fansfer, and

must contain provisions which expressly transfer liability for the PMN substance under the terms

of this Order from the Company to the Successor in Interest.

(e) Liability.

(1) The .Company shall be liable for compliance with the requir.;:ments of this Order until
the effective date énd time of the transfer described- above. .

(2) Thé Succéssor in Interest shall be liajblc for compliance with the requirements of this
Order effective as of the date and time of transfer. |

3) Nothing in this section shall be construed to prohibit thé Agency from taking
enforcement action agaiﬁst the Company after the .effeotive date of the transfer for actions taken,
or omissions made, during the time in which fhe Company manufactured, processed, used,

distributed in commerce, or disposed of _thé‘ PMN substance pursuant to the terms of this Consent

Order.

(f) Obligations to Submit Test Data under Consent Order. If paragraph (d) of the Testing section

of this Consent Order requires the Company to submit test data to EPA ata specified production

volume ("test trigger"), the aggregate' volﬁme of the PMN substance manufactured and imported

by the Company up to the date of transfer shall count towards the test trigger applicable to the

Successor in Interest.

VI. MODIFICATION AND REVOCATION OF CONSENT ORDER .

The Company may petition EPA at any time, based upon new information on the health. -
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offects of, or human exposure to, the PMN substance, to modify or revoice substantive provisions
of this Order. The exposures and risks identified by EPA during its review of the PMN
substance and the information EPA determined to be necessary to evaluate those exposures and
risks are described in the preamble to this Order. Howevef, in détermining whether to an'lend or
revoke this Order, EPA will consider all relevant information available at the time the Agency
makes that determination, including, where appro-priate, any reassessment of the test data or of;her
informaiion that supports the findings in this ﬁrde:r, an exammatibn of nc“'f test data or other
' information or analysis, and any other relevant information.

EPA will issue a modification or revocation if EPA determines that the activit_i&e
proposed hierein will niot present an unreasonable. risk of injury to hcaltﬁ or thé_ environment and
will not result in significant or substantial human exposure or substantial environmental release
in the absence of data sufficient to permit a rea-_somd évélaaﬁon of the health or environmental
effects of the PMN substance. .

In addxtmn, the Company may petition EPA at any tmle to make other modifications to
the language of this Order, including modifications to production volume lumts and time penods
for submission of reports and data which are necessary due to no fault of, or cncumstances

‘beyond the control of, the Company. EPA in its sole discretion, may issue such a modification if

EPA determines that the modification is useful, appropriate, and consistent with the structure and

intent of this Order as issued.
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VII. EFFECT OF CONSENT ORDER

(2) M This Order is gﬂ“écﬁvc when signed below by both parties and received by EPA. By
consehting to the entry of this Order, the Company waives its rights to file objections to tI;.is
Order pursuant to section 5 (€)(1)(C) of TSCA, to receive service of this Order no later ﬁhan 45
days before the end of the review penod pursuant fo section 5(e)(1)(B) of TSCA, and to
challenae the validity of this Order in any subsequent action. Consentmg to the entry of this
Order, and agreeing to be bound by its tcrms, do not constitute an admission by the Company as
to, tj:te facts or conclusions underlying the Agenoy‘s de\lterminations in this proceeding. This
waivezr does not affect any other rights that tht;, Company may have under TSCA.

(b) CBI Brackets. By signing this Order, the Company represents that it has carefully reviewed
ﬂllS document and hereby agr_ee;«‘. that all information herein claimed as confidential by the
Company (per section. 14 .of TSCA, 40 CFR Part 720 Subpart E, and 40 CFR Part 2) is correctly
1dennﬁed within brackets and that any information that is not bracketed is not claimed as

confidential. To make this document available for public viewing, EPA will remove only the

information contained within the brackets.

%M WO&J

Maria J. Doa, Ph.D{

Director

Chemical Control Division

Office of Pollution Prevention and Toxics

1?7‘&@7@3 e e

Title: [~

Company: | j sl



ATTACHMENT A

DEFINITIONS

[Note: The attached Order may not contain some of the terms defined below.]

"Chemical name" means the scientific designation of a chemical substance in accordance
with the nomenclature system developed by the Chemical Abstracts Service's rules of
nomenclature, or 2 name which will clearly identify a chemical substance for the purpose of

conducting a hazard evaluation.
"Company" means the person or persons subject to this Order.

"Commercial use” means the use of a chemical substance or any mixture containing the
chemical substance in a commercial enterprise providing saleable goods or a service to
consumers (e.g., a commercial dry cleaning establishment or painting contractor). '

"Common name" means any designation or identification such as code name, code -
number, trade name, brand name, or generic chemical name used to identify a chemical substance
other than by its chemical name. ' N

"Consumer” means a private individual who uses a chemical substance or any product
containing the chemical substance in or around a permanent or temporary household or
residence, during récreation, or for any personal use or enjoyment.

"Consumer product” means a chemical substance that is directly, or as part.of a mixture,
sold or made available to consumers for their use in or around a permanent or temporary
household or residence, in or around a school, or in recreation. ‘

"Container" means any bag, barrel, bottle, box, can, cylinder, dram, reaction vessel,
storage tank, or the like that contains a hazardous chemical. For purposes of this section, pipes
or piping systems, and engines, fuel tanks, or other operating systems in a vehicle, are not
~ considered to be contamers. . .

"Contract Manufacturer” means a persoﬁ, outside the Company, who is authorized to
manufacture and import the PMN substance under the conditions specified in Part II. of this
Consent Order-and in the Consent Order for Contract Manufacturer.

“Final Formulation of the PMN substance” means the formulated dispersion or solution of
the PMIN substance in the form in which it is sold to customers outside the Company or
transferred to a different business unit within the Company. The term does not include
intermediate dilutions of the PMN substance that are intended only for nse within the Company

for further dilution prior to sale.

i

*’Identity" means any chemical or common name used to identify a chemical substance or -



~ . storage tank, or mixing vessel

a mixture containing that substance.

“Immed;a,te use." A chemical substance is for the "immediate use" of a person if it is
_ under the control of, and used only by, the person who transferred it from a labeled container and
will only be used by that person within the work shift in which it is transferred from the labelled
container. : : ' ’

“Industrial use.” An industrial use is a use at a site at which one or more chemical
substances or mixtures are manufactured (including imported) or processed.

“Initially Isolated Formulations of the PMN substance” means a common intermediate
PMN formulation, as it exists when first produced and isolated after the polymer manufacturing
process, that can be further processed or repackaged at the direction of the Company to result -
ultimately in one or more final formulations of the PMN substance. ) |

“Manufacture” means to produce or manufacture in the United States or import into the -
customs territory of the United States. :

“Manufacturing stream" means all reasonably anticipated transfer, flow, or disposal of a
chemical substance, regardless of physical state or concentration, through all intended operations
" of manufacture, including the cleaning of equipment. "

"MSDS" means material safety data sheet, the written listing of data for the chemical
substance. : v g

"NIOSH" means the National Institute for Occupational Safety and Health of the U.S.
Department of Health and Human Services. ' '

"Nonéenc_losed process” means any equipment s'ystem (such as an open-top reactor, It
) in which a chemical substance is manufactured, processed, or
otherwise used where significant direct contact of the bulk chemical substance and the workplace

air may occur.

"Non-industrial use" means use other than at a facility where chemical substances or
mixtures are manufactured, imported, or processed. :

"PMN substance” means the chemical substance (see TSCA s. 3(2)) described in the
Premanufacture notices submitted by the Company relevant to this Order. 5

"Process stream” means all reasonably anticipated transfer, flow, or disposal of a
chemical substance, regardless of physical state or concentration, through all intended operations

of processing, including the cleaning of equipment.

"Scientifically invalid".means any significant departure from the EPA-approved protocol..
or the Good Laboratory Practice Standards at 40 CFR Part 792 without prior or subsequent :. .-
Agency approval that prevents a reasoned evaluation of the health or environmental effects of the



PMN substance

"ScIentiﬁcally equivocal data" means data W]:uch, although developed in apparent
conformity with the Good Laboratory Practice Standards and EPA-approved protocols, are
inconclusive, internally inconsistent, or otherwise insufficient to permit a reasoned evaluation of
the potential risk of injury to human health or the environment of the PMN substance.

"Sealed container” means a closed container that is.physically and chemically suitable for
long-term containment of the PMN substance, and from which there will be no human exposure
to, nor environmental release of, the PMN substance during transport and storage.

"Use stream” means all réasonably anticipated transfer, flow, or disposal of a chemical
substance, regardless of physmal state or concentration, throu,,h all intended operations of
industrial, commercial, or consumer use.

. "Workplacc" means an establishment at one geographic location containing one or more
work areas. '



ATTACHMENT B

NOTICE OF TRANSFER -
TOXIC SUBSTANCES CONTROL ACT
SECTION 5(e) CONSENT ORDER

Company (Transferor) - PMN Number
1. Transfer of Manufacture Rights. Effective on : , the Company did sell or
otherwise transfer to : , ("Successor in Interest") the rights

and liabilities associated with manufacture of the above-referenced chemical substance, which
was the subject of a premanufacture notice (PMN) and is governed by a Consent Order issued by
the U.S. Environmental Protection Agency (EPA) under the authority of §5(e) of the Toxic
Substances Control Act (TSCA, 15 U.S.C. §2604(c)). '

2. Assumption of Liability. The Successor in Interest hereby certifies that, as of the effective
date of transfer, all actions or omissions governed by the applicable Consent Order limiting
manufacture, processing, use, distribution in commerce and disposal of the PMIN substance, shall
be the responsibility of the Successor in Interest. Successor in Interest also certifies that it is
incorporated, licensed, or doing business in the United States in accordance with 40 CFR

720.22(3).

3. Confidential B_uéin&es Information. The Successor in Tnterest hereby:

___ reasserts,
___relinquishes, or
modifies

'all Confidential Business Information (CBI) claims made by the Company, pursuant to Section.
14 of TSCA and 40 CFR part 2, for the PMN substance(s). Where "reasserts" or "relinquishes”
is indicated, that designation shall be deemed to apply to all such claims. Where "modifies" is
indicated, such modification shall be explained in detail in an attachment to this Notice of
Transfer. Information which has been previously disclosed to the public (e.g., a chemical
identity that was not claimed as CBI by the original submitter) would not subsequently be
eligible for confidential treatment under this Notice of Transfer. -



TOXIC SUBSTANCES CONTROL ACT
SECTION 5(¢) CONSENT ORDER

NOTICE OF TRANSFER
(continued)
Company (Transferor) ; : PMN Number -
Signature of Authorized Official Date

Printed Name of _AuthoriZed Official

Title of Authorized Official

Successor in Interest

Signature of Authorized Official | Date

Printed Name of Authorized Official

Title of Authorized Official

Address

City, State, Zip Code



TOXIC SUBSTANCES CONTROL ACT
SECTION 5(c) CONSENT ORDER

NOTICE OF TRANSFER
{continued)

Successor's Technical Contact

Address

City, State, Zip Code

Phone
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